T^^-330W/99 


REGD, NO. D. L.-33004W 


of (3ndio 

EXTRAORDINARY 

n—‘3’^ (i) 

PART D—Section 3—Subsection (i) 

PUBLISHED BY AlTmORITY __ 

27) ^ ftc#, 20, 2005/^ 30, 1926 

No. 27j NEW DELHL THURS DAY, JANUARY20, 2(W5/PAUSA 30, 1926 

3ih 

^ 20 2005 

_ 35(31).— 3fr^ 3ff7 y'Hiyn winft t^^PT,i945 ^ 3fl? ^ 

Pnitfr gjT ^ iTT^, 3iV^ sfR y-^iyn ,i94o (i940 ^ 23 } ^ ?[Rr 12 

3ff^ gRT 33 ^ ■^RgjR t T^Reg sft? (-wt^ ^ 

^RaiT mg5T.f%.730 (as), 29 31^^2002 gRr .*iRg ^ srpitri ^mr 

2 ^ 3 , HM g a ([ ) .HT^ 29 3^^2002 ^ W an. ^ arf^Rlt 

^ wfW ^ ^ ^swTT "3^ grte %, ^ ^ 3itM, 

f^RT# ^ aS), g>r ^ -n# s5t, Efctic^lti ^ araf^r 

^ -HHifkl ^ ^ an^ a#? ^;5iT4 iTT^ -n^ ^ I 

aftR "ggH yi'^M-3 29-10-2002 ^ "srrm aTtrar ■3in 4?; 

aft? TRgjR ^ pRDfr ^ ^ ^ ^ an^rff afk ^ 

f^t ; 

alk ^Rg>R ^ ^ ort 12 aftr etm 33 ^ as^ gan anrtlR aq^^qH 

^ gRlcTP t; 

3R: ara; ^ 5 ^ ^Rg5R aWt d» ' 4t 9 ^ ^sfR ^ ^ ^ sri^rt^ 

gni 12 aft? EiRT 33 SRT tj^tt m f>?, a^Rf^ aft? m-hmh t5RPT,i945 gn afl? 

4jy^ ^ lef? I*i*^lrtRaci Rq*i aiajtg - t 

1 . ( 1 ) ^Pr!r(ftgn?Tf^gR3itT3f^3fk]??ngg 
( 2 ) t ursm ^ H4>i?H ■# ^ i 


3TR? 





^ cm’ 

(LHc (Baxette 


aTBINRUI 


219 Gl/2005 


( 1 ) 


1 


THE GAZETTE OF INDIA: EXTOAORDINARY 


[PartH—Shc. 3 (i)] 


2. afr? 1945 ^ ^ t ) ^ 1^ 24 

^ ^'iPi'ii‘1 (2) ^r, R9^ f^nfcHRad w «mpn. - 

^^3flY%ErRT3^^(?g-)^ (iv) ^ 31^ wr-^m ^ ^d i Pi<b 

^ ^ sfiznci ^ Pn?4r ^ 3 i#t 3iRm ^ 

3iite ^ TO 9f^R^H ?PTm snterr ?tifr [' 

3. ^ Pm 24 ^ - 

(^ siiPiijM (3) ^ ^ (i) ^r. 

^ dMPl-iJH (3) ^ (ii) TT, 

(g) vj4t^g*i ( 3 ) ^ (ii) ^ ^■ 

. (^) vjyPiiiH ( 5 ) t. 3fk 

^.) (7) Tf, 

^ ^31^* 91^ ^ TOra Pl^f^R^d 91^ ^ «rT^. - 

' ^ wfr ^ 

4 . w Pmf ^i. 3 ?^^ (1) ‘ ' ^ (lO ■ ’t, ^ ^pRtdT ^ 91^ ^ 

Plni^R^d 91^ ^ STsrfcT - 

' gr ^3TOT l^Tf?rf>cf 3TPmif* 

5. Pmt ^r, WT 40 3^t9 wi 4i ^ 2 ^r, ' ( 1 ), ( 2 ) ^ (3)" ^ ^ ^ 

T?mT I 

[■TiT. ■??. ■qeF7-11014. 5.-'2002-'^'^5 

ff<TT 

nj*4«l :—■Jpl^T’T, W% WI^ HFT fl, •^^3(i).'^' arpRJ^TTli. ■^-28-10..'4S (l)> 21 

1945 ^ U'+.ir^H I^ttti 8io(3{), tmha 13 - 12-2004 to ^i 


MINISTRY OF HEALTH AND FAMILY WELFARE 
NOTIFICATION 

New Delhi, the 20th January, 2005 

G.S.R. 35(E).— Whereas a draft of certain rules further to amend the 
Drugs and Cosmetics Rules, 1 945 was published, as required by sections 12 
and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), in the Gazette of 
India, extraordinary. Part 11, section 3, sub-section (i), dated t he 29'^ October, 
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2002, under the notification of the Government of India in the Ministry of Health 
and Family Welfare (Department of Health), number GSR 730(E), dated the 29*^ 
October, 2002 inviting objections and suggestions from all persons likely to be 
affected thereby, before the expiry of a period of forty-five days from the date on 
which copies of the Official Gazette containing the said notification were made 
available to the public; 


And whereas copies of the said Gazette were made available to the public 
on 29-10-2002. 

And whereas, objections and suggestions received from the public on the said 
draft rules have been considered by the Central Government; 

And whereas the Central Government has consulted the Drugs Technical 
Advisory Board as required under sections 12 and 33 of the said Act; 


Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the 
said Act, the Central Government, after consultation with the Drugs Technical Advisory 
Board, hereby makes the following rules further to amend the Drugs and Cosmetics 
Rules. 1945, namely : - 

1. (1) These rules may be called the Drugs and Cosmetics (1st Amendment) 

Rules, 2005. 

(2) They shall come into force on the date of their publication in the Official 
Gazette. 

2. In sub-rule (2) of rule 24 of the Drugs and Cosmetics Rules, 1945 (hereinafter 
referred to as the said rules) after the proviso, the following proviso shall be 
inserted, namely:- 

“Provided further that Registration certificate shall not be required 
to be accompanied with an application for an import licence under the 
rules for the import of in-vitro diagnostic kits and regents, except for the 
diagnostic kits notified from time to time under sub-clause (iv) of clause (b) 
of section 3.”. 

3. In rule 24 A of the said rules,- 

(a) in clause (i) of sub-rule (3). 

(b) in. clause (ii) of sub-rule (3), 
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(c) in proviso to clause (ii) of sub-rule (3), 

(d) in sub-rule (5), and 

(e) in sub-njie (7), 
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after the words "US dollars", the following words shall be mserted, namely:- 
"or its equivalent in Indian Rupees". 


4. In the said rules, in Schedules ’D(I)’ and ‘D{ll), at the end, after the words 
"signature of the manufacturer", the following words shall-be added, namely:- 

"or his authorized agent”; 


5. in the said rules, in Form 40 and in Form 41, in para 2, the figures “(1), (2) and 
(3)’’ shall be omitted. 


[F. NO.X-11014/5/2002-DMS&PFA] 
RITATEAOTIA. Jt. Secy. 

Note: The principal rules were published in the Official Gazette in Part 11, Section 3(i) vide Notification 
No. F. 28-10M5-H{1) dated the 21st December, 1945 and last amended vide No. G.S.R. 810(E) 
dated the 13-12-2004. 
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